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(c) For other than unit dosages, this
determination must be made by—

(1) Direct measurement of radioac-
tivity;

(2) Combination of measurement of
radioactivity and mathematical cal-
culations; or

(3) Combination of volumetric meas-
urements and mathematical calcula-
tions, based on the measurement made
by:

(i) A manufacturer or preparer li-
censed under §32.72 of this chapter or
equivalent Agreement State require-
ments; or

(ii) A PET radioactive drug producer
licensed under §30.32(j) of this chapter
or equivalent Agreement State require-
ments.

(d) Unless otherwise directed by the
authorized user, a licensee may not use
a dosage if the dosage does not fall
within the prescribed dosage range or if
the dosage differs from the prescribed
dosage by more than 20 percent.

(e) A licensee shall retain a record of
the dosage determination required by
this section in accordance with
§35.2063.

[67 FR 20370, Apr. 24, 2002, as amended at 72
FR 55931, Oct. 1, 2007]

§35.65 Authorization for calibration,
transmission, and reference
sources.

Any person authorized by §35.11 for
medical use of byproduct material may
receive, possess, and use any of the fol-
lowing byproduct material for check,
calibration, transmission, and ref-
erence use.

(a) Sealed sources, not exceeding 1.11
GBaq (30 mCi) each, manufactured and
distributed by a person licensed under
§32.74 of this chapter or equivalent
Agreement State regulations.

(b) Sealed sources, not exceeding 1.11
GBa (30 mCi) each, redistributed by a
licensee authorized to redistribute the
sealed sources manufactured and dis-
tributed by a person licensed under
§32.74 of this chapter or equivalent
Agreement State regulations, pro-
viding the redistributed sealed sources
are in the original packaging and
shielding and are accompanied by the
manufacturer’s approved instructions.

(¢) Any byproduct material with a
half-life not longer than 120 days in in-

§35.67

dividual amounts not to exceed 0.56
GBq (15 mCi).

(d) Any byproduct material with a
half-life longer than 120 days in indi-
vidual amounts not to exceed the
smaller of 7.4 MBq (200 uCi) or 1000
times the quantities in Appendix B of
Part 30 of this chapter.

(e) Technetium-99m in amounts as
needed.

[67 FR 20370, Apr. 24, 2002, as amended at 71
FR 15009, Mar. 27, 2006]

§35.67 Requirements for possession of
sealed sources and brachytherapy
sources.

(a) A licensee in possession of any
sealed source or brachytherapy source
shall follow the radiation safety and
handling instructions supplied by the
manufacturer.

(b) A licensee in possession of a
sealed source shall—

(1) Test the source for leakage before
its first use unless the licensee has a
certificate from the supplier indicating
that the source was tested within 6
months before transfer to the licensee;
and

(2) Test the source for leakage at in-
tervals not to exceed 6 months or at
other intervals approved by the Com-
mission or an Agreement State in the
Sealed Source and Device Registry.

(c) To satisfy the leak test require-
ments of this section, the licensee shall
measure the sample so that the leak
test can detect the presence of 185 Bq
(0.005 uCi) of radioactive material in
the sample.

(d) A licensee shall retain leak test
records in accordance with §35.2067(a).

(e) If the leak test reveals the pres-
ence of 185 Bq (0.005 uCi) or more of re-
movable contamination, the licensee
shall—

(1) Immediately withdraw the sealed
source from use and store, dispose, or
cause it to be repaired in accordance
with the requirements in parts 20 and
30 of this chapter; and

(2) File a report within 5 days of the
leak test in accordance with §35.3067.

(f) A licensee need not perform a leak
test on the following sources:

(1) Sources containing only byprod-
uct material with a half-life of less
than 30 days;
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